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BSI at a glance
Full Scope NB under 

MDR & IVDR
A Certification Body for 
schemes including ISO 
13485, ISO 14001 and 
ISO 27001, ISO 9001

A global training 
provider

The UK National 
Standards Body

AI – Assessment Cybersecurity Services
Testing service

An Auditing 
Organisation for 

MDSAP

Local market access 
schemes

A UK and EU Notified 
Body for CE marking 
under 15 European 

Directives/Regulations
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Application Process Overview

First Contact

Digital Pre-Application Portal

Contract issued incl. 
Application Checklist

Contract Review and System 
Set-up

Certification Process Start

Required Data new Client: 
• Certificate holder name + address
• Full Time Employee Number
• Main contact incl. phone number and 

email address
• Which service is requested?
• Portfolio overview 
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DPA
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Do you have any additional sites? 
Do you work with critical 

subcontractors or crucial supplies? 
If yes, please add them
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If applicable add your existing 
certificates and latest audit report 
including information on NCs and 

CAPs
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IVDR Contract Available –
Next Steps
• For contract Review, the signed contract and

all documents listed in the CE application 
Checklist are needed

• Draft version will be accepted, however IVDR 
compliance is key

• Following a positive outcome of contract 
review, the certification process can start
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BSI MDR/IVDR process

Plus IVDR QMS visit
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Technical Documentation 
- Requirements

A complete and well-
organized file decreases NB 
review time and your costs.

Searchable, book-marked 
PDF

NB experts cannot draw 
conclusions from 

ambiguous documentation

Use justifications for non-
applicability

IVDR Terminology
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BSI IVD – Available Resources

Compliance Navigator Training

https://www.bsigroup.com/en-GB/our-services/training-courses/training-course-topics/medical-device-training-courses/
https://www.bsigroup.com/en-GB/medical-devices/our-services/Compliance-Navigator/
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BSI IVD – Available Resources

In Vitro Diagnostics Regulation | BSI Medical Devices  

Brochures Webinars Resources

https://www.bsigroup.com/en-GB/capabilities/medical-devices/ivdr/
https://www.bsigroup.com/globalassets/meddev/localfiles/en-gb/services/bsi-md-mdr-ivdr-app-and-cert-process-uk-en.pdf
https://www.bsigroup.com/en-GB/medical-devices/resources/whitepapers/
https://www.bsigroup.com/globalassets/meddev/localfiles/de-de/documents/bsi-md-ivdr-best-practice-documentation-submissions-en-gb.pdf
https://www.bsigroup.com/globalassets/meddev/localfiles/en-gb/documents/bsi-md-ivdr-conformity-assessment-routes-booklet-uk-en.pdf
https://www.bsigroup.com/en-GB/medical-devices/resources/webinars/
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Get in touch 

Charlotte Hess 

Senior Business Development Manager (IVD) 

charlotte.hess@bsigroup.com

listen back to our webinars on: 
https://www.bsigroup.com/de-DE/medical-
devices/Media-Center/Webinare/ 
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BSI Group

389 Chiswick High Road

London, W4 4AL

+44 345 080 9000

bsigroup.com
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